Merckle GmbH

Teva generics system

Release confirmation

Country:
Customer:
Product:

Batch Finished Prod:
Primary packaging:
Merckle batch no.:
SAP no.:

Dosage form:
Active ingredient:
Storage advise:
Registration no.:
Released quantity:
License no:

GMP certificate:

Russian Fed.
Teva

Hylak Cherry TR
U14026
U14026
U14026
280274

Oral Solution
Lactobacillus

Do not store above +25°C
P NO14917/01
201.050,000

== =
ratiopharm
Manuf. date: 05.2018
Expiry date: 05.2022
Pack size: 30
Batch size: 16.033.500

DE BW_01 _MIA_ 2017 0024/DE_| BW 01_Merckle

DE BW_O1 GMP 2017_1060 - valid (Blaubeuren)

DE BW 01 GMP 2018 0069 - valid (Blaubeuren-Weiler)
DE BW 01 GMF’ 2016 0099 - valid (Ulm)

Product presentation
Packaging:

Start packaging:
End packaging:
Label:

Folding box:

Leaflet:

Bulk manufacturer:

Packager:

QC Site:

30 Oral Solution / Glass Dropper Bottle
09.07.2018

11.07.2018

288107.02-RU

288109.01-RU

288108.01-RU

MERCKLE GMBH

Dr.- Georg-Spohn-Str. 7
8941 3-Blaubeuren
Germany

MERCKLE GMBH
GRAF-ARCO-STRASSE 3
89079-ULM

Germany

MERCKLE GMBH
GRAF-ARCO-STRASSE 3
89079-ULM

Germany

Merckle GmbH
Graf-Arco-Strake 3
D-89007 Ulm
QO-RST@teva.de
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Merckle GmbH FPr——

Teva generics system ratiopharm

Final releaser: MERCKLE GMBH
LUDWIG MERCKLE STRASSE 3
89143-BLAUBEUREN
Germany

No major or critical deviation(s) have been registered that may influence the release of the batch.

| hereby certify that the above information is authentic and accurate.
This batch of product has been fabricated/manufactured, including
packaging and quality control in full compliance with the EU-GMP
requirements and with the specifications of the Marketing Authorisation.
The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP.

This batch is released for marketing.

Release date: 08.08.2018

Print date 08.08.2018 & X

Qualified Person

0 6. AUG. 2018
Sigrid Ott

Merckle GmbH
Graf-Arco-Stralke 3
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Certificate of analysis page 1/1
Russian Fed. Manufacturing date Expiry date Version
05.2018 08.08.2018 05.2022 01
Batch customer batch vendor batch
U14026
Inspection lot
201804021617
Hylak Cherry TR
Tests Specification Result
General and special
characteristics
description Clear, light-yellow to
yellow-brown solution
with odour of cherry complies
pH-value 3,0-3,4pH 3,1pH
density 1,040 - 1,095 g/ml 1,052 g/ml
clarity and opalescence < = Reference suspension || complies
colouration <= BY1 complies
filling volume™ must comply complies
Identification test
lactic acid (IC) must comply complies
lactose
(precipitation reaction) must comply complies
potassium sorbate (HPLC) must comply complies
Assay / 1 ml solution
lactic acid (IC) 75.0mg+25 %
(56.25 - 93.75 mg) 73,48 mg
in percent 75-125 % 98 %
lactose (titration) 50,0 - 70,0 mg 55,9 mg
potassium sorbate (HPLC) 1.135mg-60%, +5%
(0.454 - 1.192 mg) 1,066 mg
in percent 40 -105% 94 %
Microbiology
Ph.Eur. 2.6.12/2.6.13
Ph.Eur. 5.1.4.
TAMC: <=100cfu/g
TYMC: <=10cfu/g
E.Coli: absent /g must comply complies

The batch was found to comply with the product specification

Merckle GmbH
Graf-Arco-Strafe 3
D-89079 Ulm
QO-RST@teva.de

Print date: 08.08.2018 12:46:40

Quality Operations

{ G

Sigrid Oft




ratiopharm

CepTtudukar aHanusa Crpanuua 1/1

Russian Fed.
[aTa npow3BoAcTBa AaTa BbiNycka FopeH po Bepcuna
05.2018 08.08.2018 05.2022 02
Cepua Cepws knueHTa Cepwua nocTaslyuka
U14026
Homep koHTpONA
201804021617

Hylak Cherry TR/

AHanusbl Cneuudukauus PesynbTar

O6wue u cneuucdunueckue

XapaKTepUCTUKK
Onucanue Mpo3payHblid OT CBETNO-KENTOro A0
WEeNTOBaTO-KOPUYHEBOrO LBETa
pacTBOpP C 3anaxoMm BULLHK cooTBETCTBYET
pH 30-34pH 3,1pH
NNOTHOCTb 1,040 - 1,095 r/mn 1,062 rimn
NpO3pa4YHOCTL U onanecueHuvs He Gonee cycneHaun cpasHeHus |l COOTBETCTBYET
OKpacka <= BY1 COOTBETCTBYET
ofbem 3anonHeHus™ [OMKHO COOTBETCTBOBATL cooTBETCTBYET
TecT Ha NOANWHHOCTbL
monodHas kucnota (UX) [IOMXHO COOTBETCTBOBATL COOTBETCTBYET
nakrosa
(peakuws ocaxaeHws) [JOMKHO COOTBETCTEOBATH cooTBeTCTBYyeT
cop6at kanus (B3XX) [OMKHO COOTBETCTBOBATL COOTBETCTBYET
KonuuecTBeHHoe onpeaeneHue /
1 mn pacTeopa
monoyHas kucnota (UX) 75.0 Mr £25 %
(56.25 - 93.75 mr) 73,48 mr
B NpoLeHTax 75-125% 98 %
naxTo3a (TUTpPOBaHWe) 50,0 -70,0 mr 55,9 mr
cop6art kanus (BOXX) 1.135mr-60%; +5%
(0.454 - 1.192 wr) 1,066 mMr
B MpoLeHTax 40 -105 % 94 %
MukpobGuonorus
Esp.®apm. 2.6.12/2.6.13
Eep.®apm. 5.1.4:
OKAM (TAMC): <= 100 KOE /1
QYauMr (TYMC): <= 10 KOE /1
E.Coli: otcyTcTayeT /1 OOMKHO COOTBETCTBOBATL COOTBETCTBYET

Bbino onpeaenexo, YTo AaHHas cepus COOTBETCTBYeT cneuudukauum Ha NpoayKT
[aHHbIA OKYMEHT Obin co3aaH B 3INeKTPOHHOW CUCTEME

Merckle GmbH
Graf-Arco-Stralle 3
D-89079 Ulm
QO-RST@teva.de

Aata nesaTu: 08.08.2018 13:52:47






